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This sumnmary of 510(k) safety and effectiveness in formation is being subm)11itted in

accordaince with the requirements of SMI)A 1990 and 21 CF11 §807.92.

1. C ENItRAINFORMF~ATION

Establishment:

Address: Siemens AG, Medical SoIlutions
Hlenkestrasse 127

D-9 1052 Erlangen

Germany

* Registration Number: 3002808157

* Contact Person: Joerg Teiche

Telephone: +49 (9 13 1) 84-4687
Telefax: +49 (91 31) 84-8691

Device Name and Classification:

* Trade Namne: syngo.via Web Viewer

* Classification Name: Picture Archiving and Communications System

* Classification Panel: Radiology

* C17R Section: 21 CFR §892.2050

* Device Class: Class 11

* Product Code: LLZ

Date of suibmission: April 2013
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Il. SAFETY AN!) EFFECI IVNEss I NFORMATI ON SUPPORTIuNG I 11

SUBiSTANTIAL EQIUIVAL.ENCE DITEIRMINArION

Indicattions for Use:

syugo.via WebViewer is a sollware-only device indicated for- reviewing medical images from
syngo. via. It supports interpretation and evaluation of examinations within he~althcare inlstitutions,
for example, in Radiology, Nuclear Medicine and Cardiology environments (suIpported Imlrage,
types: CT, MR, CR, DR, DX, PET). It is not intended for storage or- distributionl of' medical
images.

syngo.via WebViewer is anl option for the syngo. via system and cannot be runl without it. It is
client server architcture and the client is intended to run on xveb clients wiclh are connected to
the healthcare inlstitution IT infrastructure where thle customer wvill instire IiPAA compliance.
The commu1nnication of sy'ngo.via WebViewer with connected medical IT systemns wvill be done via

standard interfaces suIch as but not limited to DICOM.

Thle systemi is not intended for the display of digital mnammlography images for diagnosis.

IDevice D~escription:

Thle syngo.via WebViexver is a softxvare-based PictUre Archiving and Communications System
(PACS) used with the syuzgo.via system. The synllgo.via WebViewer provides secure access to
rendered medical image data and basic image manipulation through web browsers and mobile

devices within the reach of the hospital network.

It extends the synigovia Web Viewer software application previouls cleared under 11 1079. New
image types supported are PET and X-Ray images. It also provides Ftnctionality For displaying

images via a mobile application onl an iPad.

svngo.via Web Viewer Data Management:

..ensures all aulthorized personnel fast and con1tinuLouls access to radiological data. It's mnain
functionality ranges from availability of images xvith regard to data security, open interfaces.

Integration:

The Workflowv Management enables by integration of any l-1L7- / DICOM-compatible RMS (IH-E
Year 5) to thle syngo produict family consistent xvork flow within the healthcare organization.

Technological Characteristics:

syngo.via WebViewer server part is a ''software only"-system, which xvill be delivered onl CD-

ROM / DVD to be installed on common IT hardware. This hardxvare has to fulfil the defined

requiremlents. Thle Softxvare will be installed by Siemens service engineers only'.

The backend com1munlication and storage soILtionl is based on Windows 2008 operating system.
The client machines are based on standard computer (Mac / Windoxws PC /LinuxI PC). The web
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and mobile client application reins inia standard welb browser - Suich as but not limnited to Inrter net

Explorer, Firefox. Safar i - plIease refer to the specification for the compl ete list Of' supported web

browsers.

Any hardware plat form, which complies to the speci fled minimum hardware and softwvare

requirements and wvith successful installation verification and validation activities, canl be

supported.

The herewith described syngo.via \VebViewer stipports DICOM formatted images (CT, MR.
CR, DR, DX, PET) and objects (SC. pdf).

The syngo. via WebViewer will be marketed as a software. only soILtitionl for the enid-user (with

recommended hardware requirements). The server part wvill be installed by trained service

engineers only. Any special needs Stich as integration in a speciftic enVi rolninent and Updates /

upgrades will be covered by individual service contract and Filfilled by special trained service
technicians.

Stimmary of Non-Clinical Tests

The software verification and validation (Unit Test Level. Integration 'Vest Level and System

Test Level) was performed for all newly developed components and the complete systemn

according to the following standards:

- DICOM Standard [2011]
- ISO/lWC 15444-l:2005±TC 1:2007
- ISO/IEC 10918-1:1994±+TC 1:2005
- 1-117 [2006]
- lEG 62304:2006
- lEG 62366:2007
- ISO 14971:2007
- lEGI 6060 1-1-4:2000

Geiieral Safety and Effectiveness Concerns:

The device labelling contains inlstrulctions for Use and any necessary cauitions and wainings, to

provide for safec and effective Use of the device.

Risk management is enIsured via a risk analysis, wvhich is used to identify potential hazards.

These potential hazards are controlled via sof'tware development, verification and validation

testing. To minimize hazards, Siemens adheres to recognized and established indtistry practice
and standards.

SubhstanitlialI Equivalence:

Thie Svn wgo.via WebViewer, addressed in this premlarket notification, is stibstantially equivalent to

the followving commercially available device:
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M~anufacturer Predicate D evicelam FDAI Clearance
Number

Siemenrs svngo.via Web~liewer K 111079

The syn wgovia WebViewerdcescribed in this 510(k) has sinjiilar intended use and similar technical
characteristics as the device listed below in regard to the specific funictionalities.

Device Comparison Table between new device and predicate device:

Functionality syngo. via WebViewer VA I I svnigo.via Web Viewer VA IOA

Malu Lh"ctU rer identical identical

Intended LISO syngo. via WebViewer is a software- sYngn.via WebViewer is intended to
only device indicated for reviewing be a software-only solution for re-
mnedical images from syngo.via. viewing medical images from spa-

It supports interpretation and evalu- go 'via.

ation of' examti nationls within The systemn cannot be used as stand-
healthcare institutions, for exalple. alone device. It is intended to be anl
in Radiology, Nuclear Medicine option flor Svnago.via system Only.
and Cardiology environments (sup- svnga.via WebVieweri is not intended
ported Image types: CT. NMR, CR, for storage or distribution ofilmedical
DR, DX, PET). It is not intended inmages from) one medical device to
flor storage or distribution ofmcndi- another.
cal images. svngo.via WebViewer is a client

sy~ngo.via WebViewer is an option server architecture and the client is
for thle syngo.via systemn and cannot intended to run Onl web clients which
be run Without it. It is client server are connected to thle heal thcare iilsti-
archli tecture and thle client is in- Unltionl IT in frastrUCtuH- reWvlere tile
tended to run on web clients which customerf las to ensure I-Il BAA coinl-
are connected to the healthcare in- pliande.
stitution IT infrastructure where the syngo.x'ia \VebViewer supports inter-
cu~stoilr will insure HI BAA corn- pretatioll and evaluLati on Of exam na-
pl iance. t ions with in heal thlcare inst i tutions,

The conlMUnication of syngo.via flor example, in Radiology, Nuclear
WebViewer with connected nledi- Medicine and Cardiology eniviron-
cal IT systemns will be done via Illents.
stanldard interfaces such as but no0t , Ille communication of' A) ngo.via
limited to DICOM. WebViewer withl connected medical

The systemn is not intended for the IT systems will be done via standard
display of digital mnammiography interfaces Suchl as but not Illmited to
images for- diagnosis. DICOM.

IThe systeim is lot initenlded for the
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Functionality syngo. via Web Viewer VA I I .sYngo.via Web Viewver VA IOA

display ing of digital maru ographv
images for diagnosis in the U.S

Iniage corn- identical identical
InTi~[ication

Image i denticle i denit ical
Processing and
Eva nation

Supported i- MR. CT, SC, PDF, PET, CR, DX MR, CT, SC, PDF
age Types

Image data identical identical
compression

User adynilni- U! is syigo®-based web client and UI is syngo R-based web client
stration mobile client

User identical identical
Interface

Hardware Clieiit: PC with Windows Systeii Client: PC with Windows Systeim,
or MAC with Mac iOS Server: MAC with Mac OS Server: Windows
Windows Server 2008 SP I Server 2008

Pad (with iOS 5.0 or 5. 1)

Imaging Algo- MPR, MIP, VRT. PET/CT, SUV MPR. MU', VRT
ritlins

Quantitative identical identical
Algorithmns

II summary, Siemens is of the opinion that syngo.via WebViewer does not introduce anly newv

significant potential safety risks and is substantially equivalent to and performs as wvell as the

predicate device.
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YO DEPARTMENT OF HlEALTHI & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 Newv Hampshire Avenue
Document Control Center - W066.G609
Silver Spring, MD 20993-0002

January 3, 2014
Siemens AG, Medical Solutions
% Ms. Sabine Schroedel
Regulatory Affairs Manager
Henkestrasse 127
Erlangen, Bavaria 91052
GERMANY

Re: K130998
Trade/Device Name: syngovia WebViewer
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: 11
Product Code: LLZ
Dated: December 19, 2013
Received: December 20. 2013

Dear Ms. Schroedel:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls -provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code oCFederal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2-Ms. Sebroedel

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
lhtw:,/wv%v.fda.Lov/MedicailI)c\'ices/RSOrLIrbYOL,/11Lndt~strv,/cIelatIii.llttni. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www\.lIdajagov/Mecli calI L'v ices/Sa fetv/Rcnorta Problemi/d fallIt. 11til for the CDRH's Office
of Surveillance and B iometrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free numbcr
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhttp://w~v~v.l'(Iajzov/Medicail )cvices/lResourcestrorYOLu/IndIustrv\/dcfhtIt.litn.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 130998

Device Name
syngo®.via WebViewer

Indications for Use (Descui be)
syngovia Web Viewer is a soflwairc-only device indicated for reviewing medical images from
syngovia. It supports interrttion and evaluation of examinations wvitlhin healiheare
institutions, for example, in Radiology. Nuclear Medicine and Cardiology environmhients
(supported Image types: CT. MR. CR, DR. DX. PET). It is not intended for storage or
distribution of mecdical images.

syngo.via WebViewer is all option for the syngovia system and cannot be run without it. It is
client server architecture and the client is intended to run on wveb clients which are connected to
thie healthcare institution IT infrastructure where the customer wvill insure I IIPAA compliance.

The conmmication of syngovia WebViewer with connected medical IT systems will be done
via standard interfaces such as but not limited to DICOM.

The system is not intended for the display of digital manmmography images for diagnosis.

Type of Use (Select one or both, as applicable)

(0 Prescription Use (Part 21 CFR 801 Subpart D) E5 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions far reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRASlaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number'
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